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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

JAN - 7 2008 Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Zimmer, Inc.
c/o Ms. Patricia Jenks
Specialist, Corporate Regulatory Affairs
P.O. Box 708
Warsaw, IN 46581-0708

Re: K072121
Trade/Device Name: Trabecular MetalTm Acetabular Revision System

Cemented Constrained Liner
Regulation Number: 21 CFR 888.3310
Regulation Name: Hip joint metal/polymer constrained

cemented or uncemented prosthesis
Regulatory Class: Class II
Product Code: KWZ
Dated: December 20, 2007
Received: December 26, 2007

Dear Ms. Jenks:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.



Page 2 - Ms. Patricia Jenks

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological 1tealth's (CDRH's) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH's Office of Surveillance and Biometric's (OSB's) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems
at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assistance
at its toll-free number (800) 638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industrv/support/index.html.

Sincerely yours,

Mark N. Melkerson
Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use

MO0(k) Number (if known)}:

flevice Name:

TrabhuJ!Ur A[ zad/IV Acc1abof/ltr Rcvision Symetm CtMvtntcd Cuonstmird Lin~r

Indicgtions for Use:

1hc Tn¢beeidar Ma A l AcetabuLar Revkision -Sy$cm (TMARS) Ccmll.od (ci ~e i onsinned Limur is
i1tended to be cemenrted imtu a TMA RS s~het 1l;e shel i Lnnitend ft ' tinen1ks fix aiion
into the acetabuiura Thc rw. r Men AuLt nla f.' itn Ss '
tConstrained Liner indicated tr asc a a corp at cat of a t hij prosdiecis in pruwaTy 'r
t',t¼sitm t1 ati~t nt at. tiigt5 t'k:k nEt hip4Saio diue~c ~O te lbi:.n 'r pilo div:4 caira ¼,yoic Y>~'s
solft #isue htaitvy networnt scuiar disease, or intraoperat ve ivtita buily nmd for wVom nil othar
options to constrained afceabaLk corormpnienu I< beent cnsoidmrtd,

Preccription ULh X AND/OR Over-The-Cm;uner Ug.
(Pan 2I CFR 0O[ Subpart LI) (2[ CFR 807 Sbpart C)

(19aaw lk M~t ,4vric 7lxou~~h iiw [h- CotmiVIV im anm~w PgP f r?~we.dc)

Concunrate of CDRH, Office of Dev, ice Evaluation ODE)

(Division Sign-Offy

Division of General, Restorative,
and Neurological Devices

510(k) Number I'07.2/I2[ 32s


